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Oral Dosage Form New Animal Drugs; Deracoxib

AGENCY: Food and Drug Administration, HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug Administration (FDA) is amending the animal

drug regulations to reflect approval of a newfanﬁi{mal drug application (NADA)

filed by Novartis Animal HealthUS,IncTheNADA prov1desfor thevetennary .

prescription use of deracoxib tablets for the control of postoperative pain and
inflammation associated with orthopedic surgery in dogs. |

DATES: This rule is effective [insert date of publication in the Federal Register].

FOR FURTHER INFORMATION CONTACT: Melanie R. Berson, Center for Veterinary

Medicine (HFV-110), Food and Drug Admmlstratlon 7500 Standlsh Pl.,
Rockville, MD 20855, 301-82 7—7543 e- mall mberson@cvm fda.gov.

SUPPLEMENTARY INFORMATION: Novartis Ammal Health US, Inc., 3200 Northline =~

Ave., suite 300, Greensboro, NC 27408, filed NADA141—-203that provides for

the veterinary prescription use of DERAMAXX"(deracoxib] Chewable Tabiets
for the control of postoperative pain and inﬂammation associated with
orthopedic surgery in dogs weighing four or more pounds (1. 8 kilograms) The
NADA is approved as of August 21, 2002 and the regulatlons are amended

in 21 CFR part 520 by adding new § 520.538 to reﬂect the approval The basis
of approval is discussed in the freedom of 1nfqrmat10n summary. ' : -
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In accordance with the fr'eedom ef ihvfermatien pr(V)Visiori‘s"of"Zl CFR part
20 and 514.11(e)(2)(ii), a summary of safety and effectrVeness data and |
information submitted to support approval of thlS apphcatron may be seen in
the Dockets Management Branch (HFA—BOS) Food and Drug Admlmstratlon :
5630 Fishers Lane, rm. 1061, Rockville, MD 20852, between 9 a.m. and 4 p.m.,
Monday through Friday. ,

Under section 512(c)(2)(F)(i) of the F edera] Food, Drug, and Cosmetics Act
(21 U.S.C. 360b(c)(2)(F)(1)), this approval quéhﬁeé’fofs years of marketing
exclusivity beginning August 21, 2002. . |

The agency has determined, under 21 CFR 25.33(d)(1) that this action is
of a type that does not individually or cumu‘ljatiftfe’ly have a siygrii\ficant effect
on the human environment. Therefore, neither an environmental assessment
nor an environmental impact statement is requlred

This rule does not meet the definition of “rule’” i in 5 U.S.C. 804(3)(A)
because it is a rule of “particular apphcabxhty ” Therefore it is not sub]ect |

to the congressional review requirements 1n 5 U.S.C. 801-808.
List of Subjects in 21 CFR Part 520
Animal drugs.
Therefore, under the Federal Food, Drug, and Cosmetic Act and under

authority delegated to the Commissioner of Food and Drugs and rede’lega‘ted

to the Center for Veterinary Medicine, 21 CFR part 520 is amended as follows:

1. The authority citation for 21 CFR part 520 continues to read as follows:
Authority: 21 U.S.C. 360b.

2. Section 520.538 is added to read as follows:




§520.538  Deracoxib. @

(a) Specifications. Each chewable tablet contams 25 or 100 mllhgrams (mg)
deracoxib. : | -

(b) Sponsor. See No. 058198 i in §510. 600(0) of th1s chapter |

(c) [Reserved] |

(d) Conditions of use in dogs—(1) Amount. 3 to 4 mg’per kilogram (kg)
(1.4 to 1.8 mg per pound) of \bOdj;Wéight ohé:e‘ déily for 7 days, given ofally.

(2) Indications for use. For the control of postoperative paln and
inflammation assoc1ated Wlth orthopedlc surgery in dogs welghmg 4 or more
pounds (1.8 kg).

(3) Limitations. Federal law restricts this drug to use by or on the order

of a licensed veterinarian.
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Dated: /n// 2C /o
October 25, /2002.

(52(5/;

Stephen F. Sundlof, /
Director,
Center for Veterinary Medicine.
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